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DETAILED ACTION 

Applicants' response filed 9/22/2008 has been received. Claims 11-14, 31 , 32, 
and 34-37 are pending in this action. 

Claim Rejections - 35 USC §112 

Claims 11-14, 32, and 34 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for block copolymers where the 
elastomeric polymer is polyisobutylene, polyperfluoroalkylene, polyhexafluoropentene, 
poly(butyl methacrylate) poly(lauryl methacrylate) polyalkylene oxide, polyalkylene oxide 
acrylate or a combination thereof, does not reasonably provide enablement for polymers 
that are not block copolymers or polymers where the elastomeric polymer is natural 
rubber or nylon. The specification does not enable any person skilled in the art to which 
it pertains, or with which it is most nearly connected, to make the invention 
commensurate in scope with these claims. 

Claims fail to meet the enablement requirement when a person of ordinary skill in 
the art would have to perform undue experimentation to make or use the claimed 
invention. Undue experimentation is considered in view of the factors enumerated in 
MPEP 2614.01(a). All of these factors have been considered, and the most relevant 
are discussed below. 

1. The breadth of the claims 

The claims read on an implant comprising a coating, the coating comprising a 
polysulfone conjugated to one or more enumerated elastomeric polymers by direct 
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chemical bonding. The form of the conjugate is not specified; it may include a block 
copolymer, a graft copolymer, a brush copolymer, or some other bonding scheme. 

2. The nature of the invention 

Applicants' have discovered that copolymers of polysulfones and elastomers are 
advantageous for coating implants. 

3. The level of one of ordinary skill 

The relevant art is chemistry. A chemist of ordinary skill has a bachelor degree, 
or an equivalent combination of education and training. See C&EN publication 
(consistently five times more bachelor's degrees than doctorate degrees in chemistry 
awarded in the United States). This is a fair assessment, because it takes into account 
that some chemists have more education, such as a doctorate degree; while others 
have less education, such as a technical or associate degree; and still others lack 
formal education and have only on-the-job technical training. 

4. The level of predictability in the art 

Copolymers of polysulfones are uncommon in the art. As such, there is no 
predictable way to make new copolymers. 

5. The direction provided by the inventor and working examples 

The inventor has shown a method of making sulfones that are end-functionalized 
with a group that can be used to initiate a chain polymerization in order to grow an 
elastomeric polymer that is polymerizable by a chain mechanism from one or both ends 
of the polysulfone. See examples. However, what is not shown is how to make 
polymer architectures where the elastomeric polymer is conjugated in a place other than 
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the end of the polysulfone (such as a graft or brush architecture). Also, what is not 
shown is how to fix step-grown polymers to the end of the polysulfone. 
6. The quantity of experimentation needed 

The artisan would be able to make block copolymers of polysulfones and 
elastomeric polymers where the elastomeric polymer is polymerizable by a chain-growth 
process (such as polyolefins or PEO). However, natural rubber and nylon are not made 
by chain-growth processes. Thus, the artisan would have to start from scratch to 
determine how to make copolymers of polysulfone with either of these elastomers. 
Also, the artisan would not know how to make polymer architectures other than block 
copolymers, and would have to start the inventive process from scratch to determine 
how to make such materials. 

Allowable Subject Matter 

Claims 33 and 35-37 are allowed. Claim 1 1 would be allowable if amended to 
include the limitations of claim 32 (namely, elimination of natural rubber and nylon from 
the list of permissible elastomeric polymers) and amended to require that the polymeric 
composition comprise a block copolymer of a polysulfone (A) and an elastomeric 
polymer (B). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ERIC E. SILVERMAN whose telephone number is 
(571 )272-5549. The examiner can normally be reached on Monday to Thursday 7:00 
am to 5:00 pm and Friday 7:00 am to noon. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571 272 0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Eric E Silverman/ 
Examiner, Art Unit 1618 



